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DETAILED ACTION 

Claims 1-23 are pending in the instant application. Claims 3, 6, 7, 8, 10, and 12- 
20 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as being 
drawn to non-elected subject matter. The withdrawn subject matter is patentably distinct 
from the elected subject matter as it differs in structure and element and would require 
separate search considerations. In addition, a reference which anticipates one group 
would not render obvious the other. Claims 1, 2, 4, 5, 9, 11, and 21-23 are rejected. 
Claims 1, 2, 4, 5, 11, and 21-23 are objected. 

Response to Remarks 

The remarks filed on December 9, 2008 have been fully considered. In regards to 
the 35 U.S.C. 1 03(a) rejection of claims 1 , 4, 5, 9, 1 1 , and 21 -23, Applicants' argue that 
"Del Soldato I and Del Soldato II should be disqualified as a reference under 35 U.S.C. 
103(c) because 'the subject matter [of the reference] and the claimed invention were, at 
the time of the claimed invention was made, owned by the same person or subject to an 
obligation of assignment to the same person.'" This argument has been found to be fully 
persuasive and the 35 U.S.C. 103(a) rejection has been withdrawn. 

Election/Restrictions 

Applicants' election with traverse of group I and the species N-[4-[5-(4- 
methylphenyl)-3-(trifluoromethyl)-1H-pyrazol-1yl]phenylsulfonyl]-4-nitroxy-butanamide in 
the response filed on July 15, 2008 is acknowledged. The grounds for traversal as well 
as the examiner's explanation of why there is a lack of unity of invention are described 
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in the office action dated September 8, 2008. The restriction in accordance with the 
rules of lack of unity of invention is still deemed proper and is maintained. 

The examiner will follow the guidelines of MPEP 803.02 wherein once a species 
is elected, it is examined for compliance with all applicable statutes for patentability and 
if compliance is found, then the examination is expanded to a reasonable number of 
elected species to determine whether they also comply with the statute. The examiner 
will determine whether the entire scope of the claims is patentable according to MPEP 
803.02. 

Applicants' elected species, N-[4-[5-(4-methylphenyl)-3-(trifluoromethyl)-1H- 
pyrazol-1yl]phenylsulfonyl]-4-nitroxy-butanamide, appears allowable over the prior art of 
record. However, the claims which are readable on the elected species (i.e., claims 1 , 2, 

4, 5, 9, 1 1, and 21-23) are not found to be allowable (i.e., see rejection below). Even 

though the search of the elected species does not have to be expanded according to 

MPEP 803.02 (i.e., since the claims are not found to be allowable), the search of the 

Markush-type claim has been extended (i.e., to a reasonable number of elected 

species) to the non-elected species wherein: 

M-T is 4-[5-(4-methylphenyl)-3-(trifluoromethyl)-1H-pyrazol-1- 

yl]benzenesulfonamide; and 

the rest of the variables are as defined in claim 1 . 

The Markush-type claims are rejected as follows and the subject matter of the 
claims drawn to nonelected species held withdrawn from consideration. Claims 1, 2, 4, 

5, 9, 1 1 , and 21-23 have been examined to the extent that they are readable on the 
elected embodiment and the above identified nonelected species. Since the claims 
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were not found to be allowable, subject matter not embraced by the elected 
embodiment or the above identified nonelected species is therefore withdrawn from 
further consideration. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 2, 4, 5, 9, 1 1 , and 21-23 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claims 
contain subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Claim 1 defines M-T as the residue of M-TH or M-TOH wherein M-TH and M- 
TOH are defined as "COX-2 selective inhibitors wherein T = -S02NH-, -S02NR-, -CO-, 
-0-, -S-, -NH-, -N(S02R)-, R being an alkyl with 1-10 carbon atoms, and wherein the 
COX-1 inhibiting activity/COX-2 inhibiting activity ratio (IC50) of the COX-2 selective 
inhibitor, M-TH or M-TOH, is greater than or equal to 5" without further limiting or 
disclosing a general formula for M. Applicants have not described the claimed genus of 
"COX-2 selective inhibitors" or defined M-TH and M-TOH in a manner that would 
indicate they were in possession of the full scope of this genus, or even to describe 
what this genus is comprised of. The limitation that "the COX-1 inhibiting activity/COX-2 
inhibiting activity ratio (IC50) of the COX-2 selective inhibitor, M-TH or M-TOH is greater 
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than or equal to 5" is not enough to meet the written description requirement for the 
definition of M-TH and M-TOH. The instant specification does not contain any guidance 
or description drawn to these COX-2 selective inhibitors except that the COX-1 
inhibiting activity/COX-2 inhibiting activity ratio (IC50) of the COX-2 selective inhibitor, 
M-TH or M-TOH, is greater than or equal to 5 and the disclosure of five examples of 
compounds of formula (I). The five examples do not include a common general formula 
in their structures (i.e., for M) and therefore, they lack unity. There is insufficient 
description for the examiner to even determine the scope of the genus encompasses by 
the term "COX-2 selective inhibitors." Applicants have not described the claimed genus 
"COX-2 selective inhibitors" or M-TH and M-TOH in a manner that would indicate they 
were in possession of the full scope of said genus. 

Regarding the requirement for adequate written description of chemical entities, 
Applicants' attention is directed to the MPEP §2163. In particular, Regents of the 
University of California v. Eli Lilly & Co., 119 F.3d 1559, 1568 (Fed. Cir. 1997), cert, 
denied, 523 U.S. 1089, 118 S. Ct. 1548 (1998), holds that an adequate written 
description requires a precise definition, such as by structure, formula, chemical name, 
or physical properties, "not a mere wish or plain for obtaining the claimed chemical 
invention." Eli Lilly, 119 F.3d at 1566. The Federal Circuit has adopted the standard set 
forth in the Patent and Trademark Office ("PTO") Guidelines for Examination of Patent 
Applications under the 35 U.S.C. 112.1 "Written Description" Requirement 
("Guidelines"), 66 Fed. Reg. 1099 (Jan. 5, 2001), which state that the written description 
requirement can be met by "showing that an invention is complete by disclosure of 
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sufficiently detailed, relevant identifying characteristics," including, inter aria, "functional 
characteristics when coupled with a known or disclosed correlation between function 
and structure..." Enzo Biochem, Inc. v. Gen-Probe Inc., 296 F.3d 316, 1324-25 (Fed. 
Cir. 2002) (quoting Guidelines, 66 Fed. Reg. at 1106 (emphasis added)). Moreover, 
although Eli Lilly and Enzo were decided within the factual context of DNA sequences, 
this does not preclude extending the reasoning of those cases to chemical structures in 
general. Univ. of Rochester v. G.D. Searle & Co., 249 Supp. 2d 216, 225 (W.D.N.Y. 
2003). 

In the instant case, the claimed "COX-2 selective inhibitors" or M-TH and M-TOH 
encompass any compound wherein the COX-1 inhibiting activity/COX-2 inhibiting 
activity ratio (IC50) of the COX-2 selective inhibitor, M-TH or M-TOH is greater than or 
equal to 5. This possible range of various structurally divergent compounds is far too 
broad as written and the definition of M-TH and M-TOH should instead be described by 
a general chemical formula. In other words, the way M-TH and M-TOH are described in 
the specification do not adequately allow one skilled in the art to ascertain that 
Applicants are in possession of the entire scope of the genus. Applicants have not 
described this genus in a manner that would allow one skilled in the art to immediately 
envisage the compounds contemplated for use. As such, the claims lack adequate 
written description for the claimed definition of M-TH and M-TOH or "COX-2 selective 
inhibitors." 
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Claim Objections 

Claims 1 , 2, 4, 5, 1 1 , and 21-23 are objected for containing non-elected subject 

matter. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KRISTIN BIANCHI whose telephone number is 
(571)270-5232. The examiner can normally be reached on Mon-Fri 7am-3:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Kamal A Saeed/ 

Primary Examiner, Art Unit 1626 
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Examiner 
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